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AdEERS Backend System (ABS) Background

Introduction
Screen The AJEERS Backend System (ABYS) is a client-server computer application
overview used to obtain current information on an Adverse Event and support the

processing of an Adverse Event including the completion of required
assessments. The ABS presents a series of computer screens with open
regionsin which you select and enter information needed to define and
process an Adverse Event. An overview of the ABS associated screensis
shown in Figure 1.
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R |
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| Report |
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Figure 1: ABS Functional Description
ABSTitle Once you have entered the appropriate user name, password, and database
Screen location, the ABS title screen (shown in Figure 2 on page 2) is displayed. The

ABS title screen identifies the application and introduces the system menu
bar. This system menu bar contains all the menu options that are availablein
the ABS application.
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# CTEP - Enterprise System Version 1.0 - [AEERS BackEnd System]
Ele AdEERS BackEnd Furctions  Reports Window Help

CTEP AdEERS

Developing BackEnd System
Cancer Therapies

Qe MEWAE I Ernvessing Dates | Asseserment | ARABUMITAR |
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Exit

Seption Head Reyiew |

Record: 141 [ [ [

Figure2: ABSTitle Screen

FDA Modules  Figure 3 shows the modules accessible to the FDA.

48 CTEP - Enterprise System Version 1.0 - [AJEERS BackEnd System]
Fle AdFERS Backend Funchions Reports Window Help

AdJEERS
BackEnd System

Atverse Evert Expedited Report Eroeessiny Stage Date Report | e AE LiEtif

(el NG Evalliation (Blary Report | 1| Eyalliation (Completer) Report General Adverse Event Report

ARA Summary Report | FDA Reports IDB Tracking Repart

AE Listing) (DUplioate Chiesh) | Pending BUmmary Renort | Group BUmmary Report |

Close

[Record 171 [ [ [

Figure 3: ABS Title Screen Showing Modules Accessibleto the FDA
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ABS Reports

Overview

Major utilities | The Report function provides access to the utilitiesto create and print FDA
reports. The major utilities are:
= Adverse Event Expedited Report
=  ARA Summary Report
= FDA Reports (consisting of Adverse Event Expedited Report and
ARA Summary Report)
=  Genera Adverse Event Report

AJEERS Backend System e 5/23/08 Overview o 3
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Adverse Event Expedited Report

Adverse Event Expedited Report Screen

The Adverse Event Expedited Report Parameter screen (shown in Figure 4)
permits you to generate reports for specific Adverse Event Expedited Report

information contained within AJEERS.

Adverse Event Expedited Report

Parameter Form

Ticket Number, -
Record Status AL =
Amendment #

Destination Type: ~ [Screen -
Destination Format:  [PFLT +|  (Conity used when DESTINATION TYPE is Fils)
eg. of valid values are PDF, HTML, RTF

Destination Name (4 valid filename ot printer name 10 which the
ut needs to be sext)

report ouipuL ne:

D

Figure 4: Adverse Event Expedited Report Parameter Form Screen

Note: Selecting the * All option for any of the report fields provides the
capability to obtain all records for that field. Care should be taken when using
this option as the resulting report may be very large and contain information
that you may not want to review.

Parameter

Form screen
[ BRINVAET: Runtime Parameter Form
File Edit Yiew Help
<

Entry

characteristics

The following text describes the unique entry characteristics of each field in
the Adverse Event Expedited Report Parameter screen (Figure 4).

AJEERS Backend System e 5/23/08
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Ticket Number  The unique number assigned to the Adverse Event. Click the drop-down
arrow [=] to the right of the text to view the Ticket Number LOV (shownin
Figure5). Select from the LOV by positioning the mouse over the desired
value and clicking once. The Ticket Number field populates automatically
with the selected value.

*Al11 -
1000053 b
1000054
1000057
1000074
1000075
1000088
1000091
10000952
1000102 -

Figure5: Ticket Number LOV

Record Status ~ Thetype of report (either original for the initial New Adverse Event) or
Amendment if the report reflects a change to the origina New Adverse
Report. Click the drop-down arrow [=] to the right of the text to view the
Record Status LOV (shown in Figure 6). Select from the LOV by
positioning the mouse over the desired value and clicking once. The Record
Status field populates automatically with the selected value.

*nl1l
Amended
Original
Figure 6: Record StatusL OV

Amendment #  The desired amendment of the Adverse Event Record. Enter the appropriate
numeric characters of the desired amendment.

AJEERS Backend System e 5/23/08 Adverse Event Expedited Report Screen e 5
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Destination The destination of the report output (e.g., computer screen, printer, etc.).

Type Click the drop-down arrow [=] to the right of the text to view the Destination
Type LOV (shown in Figure 7). Select from the LOV by positioning the
mouse over the desired value and clicking once. The Destination Typefield
popul ates automatically with the selected value.

Soreen

File

Printer
(Previewr 00 |
Figure 7: Destination Type LOV

Destination The desired format of the file output. Click the drop-down arrow [=] to the

Format right of the text to view the Destination Format LOV (shown in Figure 8).
Select from the LOV by positioning the mouse over the desired value and
clicking once. The Destination Format field popul ates automatically with
the selected value.

PDF

HTHML

RTF
DFLT

Figure 8: Destination Format L OV

Note: Thisfield isonly used when the destination nameis afile.

Destination The final destination of the report (e.g., vaid filename, printer, etc.). Enter the
Name appropriate path name of the final destination.
AJEERS Backend System e 5/23/08 Adverse Event Expedited Report Screen e 6
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Accessing the Adverse Event Expedited Report Screen

Procedure Compl ete the following steps to access the Adverse Event Expedited Report
screen.
Step Action
1 From the ABS Main screen, click the Reports Menu option.
2 Click the Adver se Event Expedited Report option on the
Reports Menu option.
3 The Adverse Event Expedited Report Parameter screen is

displayed (see Figure 4).

Note: You can also access this report by clicking the Reports option in the
application main panel. Clicking this option surfaces al report options. Click
the Adver se Event Expedited Report option to bring up this specific report.

AJEERS Backend System e 5/23/08 Accessing the Adverse Event Expedited Report Screen

Prepared by CTIS, Inc.

o 7



Defining a Report in the Adverse Event Expedited Report

Screen

Procedure Compl ete the following steps to define areport in the Adverse Event
Expedited Report screen.

Step

Action

1

Click the drop-down arrow button next to desired report field (i.e.,
Ticket Number, Record Status) to choose from the LOV. Select
the appropriate value. The selected value will display in thefield.
Press Tab to move to the next field.

Enter the appropriate amendment number in the Amendment #
field if a specific amendment of the Adverse Event is desired.
Press Tab to move to the next field.

Click the drop-down arrow button next to Destination Type field
to select a specific report output. Select the desired output by
choosing from the LOV. The selected value will display in the
field. Press Tab to moveto the next field.

Note: Complete the last two fields, Destination Format and
Destination Name only if the Destination Typeisafile.

If the destination typeis afile, specify the format of thefilein the
Destination Format field. The following formats are available:

e PDF: Portable Document Format

e HTML: Hyper Text Message Language

e RTF: Rich Text Format

Press Tab to move to the next field.

Enter the name by providing the final designation of the report in
the Destination Name field. This action is accomplished by
providing the full path to the file or printer or the designated
party’s complete electronic mail address.

Execute the report by selecting the Run Report value under the
File option of the print menu bar or my selecting the stoplight icon
on the menu bar. Generate the report by selecting the Run Report
toolbar option. A sample of afinal report is provided in Figure 9.

AJEERS Backend System e 5/23/08 Defining a Report in the Adverse Event Expedited Report Screen o 8
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Report sample

I 5 T

Depariment of Health & Human Services Public Health Sexvice
National Institutes of Health

National Cancer Institute

Adverse Event Expedited Report Bethesda, Maryland 20802
Protocol Number :  T45-0077 Title: Phase | Trial Of A Four Hour Infusion Of Depsipeptide (NscB30176) Given On
Days 1 And 5 OfA 21 Day Cycle In Patients With Refractory Meoplasms

PI: Susan E. Bates Report Type:  Amended Ticket Number : 1000057 Amended Number: 3
[Reporter Information

Submitter Name: ums_userS kachar

Phone : 301 Fax: Email : ums_userd@ctisinc.com

Attester Name :

Phone : Fax: Email :

Physician Name :

Phone : Email :
[Patient Information

Patient ID : Dat1d BirthDate: SEP-1932

Gender : Female Race: American Indian or Alaska Native

Height{cm): 187 Weight(ka): 79 Body Surface Area: 18807

Baseline performance status at initiation of protocol - ECOG/Zubrod scale: 1
Date of Initial Diagnosis : DEC-1996

Disease Name : Carcinoid tumour NOS

Primary Site of Disease : Peripheral blood

[Patient Prior Therapy
Therapy Therapy Start Date Therapy End Date  Comments
Chermotherapy (MOS)
Chemotherapy Agents:  Arimidex Generic Name: Anastrozole
Chernotherapy multiple agents systermic
Chemotherapy Agents: Blenoxane Generic Name :  Bleormycin
Chemotherapy Agents:  Adrucil, Efudex, Fluroplex Generic Name: Fluorouracil

Figure 9: Adverse Event Expedited Report Sample

AJEERS Backend System e 5/23/08 Defining a Report in the Adverse Event Expedited Report Screen
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ARA Summary Report
ARA Summary Report Screen

Parameter The Adverse Reaction Assessment (ARA) Summary Report Parameter screen
Form screen (shown in Figure 10) permits you to generate reports for ARA Summary
information contained within AJEERS.

H BRARAFDA: Runtime Parameter Form = x|
Yiew  Help

\

Adverse Reaction Assessment Summary

Parameter Form

Ticket Number: ,m
Eecord Status: ,h
Amendment # ,—
Destination Type.  |screen =
e (s vt 3t

Destition Name: | (Aay volid Sloname o prisiernams o st the
seat)

tepott output nceds to be

i =

Figure 10: Parameter Screen for ARA Summary Report

Note: Selecting the * All option for any of the report fields provides the
capability to obtain all records for that field. Care should be taken when using
this option as the resulting report may be very large and contain information
that you may not want to review.

Entry The following text describes the unique entry characteristics of each field in
characteristics  the ARA Summary Report Parameter screen (Figure 10).

AJEERS Backend System e 5/23/08 ARA Summary Report Screen e 10
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Ticket Number  The unique number assigned to the Adverse Event. Click the drop-down
arrow [=] to the right of the text to view the Ticket Number LOV (shownin
Figure 11). Select from the LOV by positioning the mouse over the desired
value and clicking once. The Ticket Number field populates automatically
with the selected value.

*Al11 -
1000053 b
1000054
1000057
1000074
1000075
1000088
1000091
10000952
1000102 -

Figure11: Ticket Number LOV

Record Status ~ Thetype of report (either original for the initial New Adverse Event) or
Amendment if the report reflects a change to the origina New Adverse
Report. Click the drop-down arrow [=] to the right of the text to view the
Record Status LOV (shown in Figure 12). Select from the LOV by
positioning the mouse over the desired value and clicking once. The Record
Status field populates automatically with the selected value.

*n11
Amended
Original
Figure 12: Record Status LOV

Amendment #  The desired amendment of the Adverse Event Record. Enter the appropriate
numeric characters of the desired amendment.

AJEERS Backend System e 5/23/08 ARA Summary Report Screen e 11
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Destination The destination of the report output (e.g., computer screen, printer, etc.).

Type Click the drop-down arrow [=] to the right of the text to view the Destination
Type LOV (shown in Figure 13). Select from the LOV by positioning the
mouse over the desired value and clicking once. The Destination Typefield
popul ates automatically with the selected value.

Soreen

File

Printer
(Previewr 00 |
Figure 13: Destination Type LOV

Destination The desired format of the file output. Click the drop-down arrow [=] to the

Format right of the text to view the Destination Format LOV (shown in Figure 14).
Select from the LOV by positioning the mouse over the desired value and
clicking once. The Destination Format field popul ates automatically with
the selected value.

PDF

HTHML

RTF
DFLT

Figure 14: Destination Format LOV

Note: Thisfield isonly used when the destination nameis afile.

Output Name  Thefinal destination of the report (e.g., valid filename, printer, etc.). Enter the
appropriate path name of the final destination.

AJEERS Backend System e 5/23/08 ARA Summary Report Screen e 12
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Accessing the ARA Summary Report Screen

Procedure Compl ete the following steps to access the ARA Summary Report Parameter
screen.
Step Action

1 From the ABS Main screen, click the Reports Menu option.

2 Click the ARA Summary Report option on the Reports Menu
option.

3 The Adverse Reaction Assessment Summary Report Parameter
screen is displayed (shown in Figure 10).

Note: You can also access this report by clicking the Reports option in the
application main panel. Clicking this option surfaces al report options. Click
the ARA Summary Report option to bring up this specific report.

AJEERS Backend System e 5/23/08 Accessing the ARA Summary Report Screen o 13
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Defining a Report in the ARA Summary Report Screen

Procedure Complete the following steps to define areport in the ARA Summary Report
screen.
Step Action

1 Click the drop-down arrow button next to desired report field (i.e.,
Ticket Number, Record Status) to choose from the LOV. Select
the appropriate value. The selected value will display in thefield.
Press Tab to move to the next field.

2 Enter the appropriate amendment number in the Amendment #
field if a specific amendment of the Adverse Event is desired.
Press Tab to move to the next field.

3 Click the drop-down arrow button next to Destination Type field
to select a specific report output. Select the desired output by
choosing from the LOV. The selected value will display in the
field. Press Tab to moveto the next field.

Note: Complete the last two fields, Destination Format and
Destination Name only if the Destination Typeisafile.
4 If the destination typeis afile, specify the format of thefilein the
Destination Format field. The following formats are available:

= PDF: Portable Document Format

= HTML: Hyper Text Message Language

» RTF: Rich Text Format
Press Tab to move to the next field.
5 Enter the name by providing the final designation of the report in
the Destination Name field. This action is accomplished by
providing the full path to the file or printer or the designated
party’s complete electronic mail address.
6 Execute the report by selecting the Run Report value under the
File option of the print menu bar or my selecting the stoplight icon
on the menu bar. Generate the report by selecting the Run Report
toolbar option. A sample of afinal report is provided in Figure 15.

AJEERS Backend System e 5/23/08 Defining a Report in the ARA Summary Report Screen e 14
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i BRARAFDA: Previewer == x|

Report sample ' e e
Fsgs"_l

2 Department of Health & Human Services Public Health Service R
1 National Institutes of Health =
i National Cancer Institute
L Bethesda, Maryland 20892
Buoabys  SRATY Adverse Reaction Assessment Summary Pags 1 of 1
Date: 0301/2001 08:16 PM
Ticket Nunber 1000095-0.0 Fils Document Number 990017 Receipt Date  022/1999
NSC  Dame IND Number  Adverse Event Grade
%604 OXALIFLATIN 57004 Taste distwbance (dysgeusia) 2

125973 TAXOL(OLD NSC}

Summary

This 43-year-old ferale with colorectal cancer (CRE) rostastatic to the hing experienced grads  taste distutbance (dysgusia). She teported "foul fasting
saliva” that was temporally related to Ovaliplatin administeation. This "foul salfva’ description was iterpreted by the physician to be simiax to that
dhserved with other platinn compowds. The episode resolved without intervention. The event did not recur when the patient received week 4 therapy.

ATTRIBUTION: Grade 2 taste distabanee is probably related to Oaliplatin and is sirmilr o othes taste distubances seen with platinum containing
compounds.

Assessment Date 03092000 =

Attribution to Tree=Cr.2
Taste
disturbance
(dysgeusia)

Agent-OXALIPLATIN(266046)  Posshle

Agent-TAXOL(OLD Unlikely
NSC)(125973)
Dis-Colan cancer NOS Unrelated.
Date Signature
Iy, Percy El
4 il

Figure 15: ARA Summary Report Sample

AJEERS Backend System e 5/23/08 Defining a Report in the ARA Summary Report Screen e 15
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FDA Reports
FDA Reports Screen

Parameter The FDA Reports Parameter Form screen (shown in Figure 16) permits you
Form screen to generate the Adverse Event Expedited and Adverse Reaction Assessment
Summary reports within ADEERS.

8 CTEP - Enterprise System Yersion 1.0 - =1
Y Ele Edit Block Record Query Window Help =18

- arlen % SHIRSCHFELD
‘ LT A R il o2z7IZO0Y
E]
FDA Reports
Ticket Number Al >
Record Status I*AH ﬂ
Amendment Number I
Output Type Screen ¥
DFLT (only used when Output Type is File)
Elpmhenst 1| e ol valid values are PDF, HTML, RTF
(Any valid filename to which the report
Eb l output needs to be sent)
IAdversa Event Expedited Rapnnl I ARA Surnmary Report I

&

.
Specify the Ticket Nurber
[Record: 171 I

Figure 16: Parameter Screen for accessing either Adver se Event
Expedited Report or ARA Summary Report

Note: Selecting the * All option for any of the report fields provides the
capability to obtain all records for that field. Care should be taken when using
this option as the resulting report may be very large and contain information
that you may not want to review.

Entry The following text describes the unique entry characteristics of each field in
characteristics  the FDA Reports Parameter screen (Figure 16).

AJEERS Backend System e 5/23/08 FDA Reports Screen o 16
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Ticket Number  The unique number assigned to the Adverse Event. Click the drop-down
arrow [=] to the right of the text to view the Ticket Number LOV (shownin
Figure 17). Select from the LOV by positioning the mouse over the desired
value and clicking once. The Ticket Number field populates automatically
with the selected value.

*Al11 -
1000053 b
1000054
1000057
1000074
1000075
1000088
1000091
10000952
1000102 -

Figure17: Ticket Number LOV

Record Status ~ Thetype of report (either original for the initial New Adverse Event) or
Amendment if the report reflects a change to the origina New Adverse
Report. Click the drop-down arrow [=] to the right of the text to view the
Record Status LOV (shown in Figure 18). Select from the LOV by
positioning the mouse over the desired value and clicking once. The Record
Status field populates automatically with the selected value.

*nl1l
Amended
Original
Figure 18: Record Status L OV

Amendment The desired amendment of the Adverse Event Record. Enter the appropriate
Number numeric characters of the desired amendment.
AJEERS Backend System e 5/23/08 FDA Reports Screen o 17
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Output Type The destination of the report output (e.g., computer screen, printer, etc.).
Click the drop-down arrow [=] to the right of the text to view the Output
Type LOV (shown in Figure 19). Select from the LOV by positioning the
mouse over the desired value and clicking once. The Output Typefield
popul ates automatically with the selected value.

Soreen

File

Printer
(Previewr 00 |
Figure 19: Output TypeLOV

Output Format  The desired format of the file output. Click the drop-down arrow [=] to the
right of the text to view the Output Format LOV (shown in Figure 20).
Select from the LOV by positioning the mouse over the desired value and
clicking once. The Output For mat field populates automatically with the
selected value.

PDF
HTHL
RTF
DFLT

Figure 20: Output Format LOV

Note: Thisfield isonly used when the output nameis afile.

Output Name  Thefinal output name of the report (e.g., valid filename, printer, etc.). Enter
the appropriate path name of the final destination.

AJEERS Backend System e 5/23/08 FDA Reports Screen o 18
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Accessing the FDA Reports Screen

Procedure Compl ete the following steps to access the FDA Reports screen.
Step Action
1 From the ABS Main screen, click the Reports Menu option.
2 Click the FDA Reports option on the Reports Menu option.
3 The FDA Reports Parameter screen is displayed (see Figure 16 on
page 16).

Note: You can also access this report by clicking the Reports option in the
application main panel. Clicking this option surfaces al report options. Click
the FDA Reports option to bring up this specific report.

AJEERS Backend System e 5/23/08 Accessing the FDA Reports Screen e 19
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Defining a Report in the FDA Reports Screen

Procedure Compl ete the following steps to define areport in the FDA Reports screen.

Step Action

1 Click the drop-down arrow button next to desired report field (i.e.,
Ticket Number, Record Status) to choose from the LOV. Select
the appropriate value. The selected value will display in the field.
Press Tab to move to the next field.
2 Enter the appropriate amendment number in the Amendment
Number field if a specific amendment of the Adverse Event is
desired. Press Tab to move to the next field.
3 Click the drop-down arrow button next to Output Type field to
select a specific report output. Select the desired output by
choosing from the LOV. The selected value will display in the
field. Press Tab to moveto the next field.

Note: Complete the last two fields, Output Format and Output
Name only if the Output Typeisafile.

4 If the destination typeis afile, specify the format of thefilein the
Output Format field. The following formats are available:

e PDF: Portable Document Format

e HTML: Hyper Text Message Language

e RTF: Rich Text Format

Press Tab to move to the next field.

5 Enter the name by providing the final designation of the report in
the Output Name field. This action is accomplished by providing
the full path to the file or printer or the designated party’s
complete electronic mail address.

6 Choose areport by clicking the Adver se Event Expedited Report
or ARA Summary Report button. A sample of the final reportsis
provided in Figure 21 and Figure 22.

AJEERS Backend System e 5/23/08 Defining a Report in the FDA Reports Screen e 20
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Report samples

5 BRINVAE
Ele View Help

k)

I 5 T

Depariment of Health & Human Services Public Health Sexvice
National Institutes of Health
National Cancer Institute

Adverse Event Expedited Report Bethesda, Maryland 20802
Protocol Number :  T45-0077 Title: Phase | Trial Of A Four Hour Infusion Of Depsipeptide (NscB30176) Given On
Days 1 And 5 OfA 21 Day Cycle In Patients With Refractory Meoplasms

PI: Susan E. Bates Report Type:  Amended Ticket Number : 1000057 Amended Number: 3
[Reporter Information

Submitter Name: ums_userS kachar

Phone : 301 Fax: Email : ums_userd@ctisinc.com

Attester Name :

Phone : Fax: Email :

Email :

[Patient Information

Patient ID : Dat1d BirthDate: SEP-1932

Gender : Female Race: American Indian or Alaska Native

Height{cm): 187 Weight(ka): 79 Body Surface Area: 18807

Baseline performance status jation of protocol - ECOG/Zubrod scale: 1
Date of Initial Diagnosis : DEC-1996

Disease Name : Carcinoid tumour NOS

Primary Site of Disease : Peripheral blood

[Patient Prior Therapy
Therapy Therapy Start Date Therapy End Date  Comments
Chermotherapy (MOS)
Chemotherapy Agents:  Arimidex Generic Name: Anastrozole
Chernotherapy multiple agents systermic
Chemotherapy Agents: Blenoxane Generic Name :  Bleormycin
Chemotherapy Agents:  Adrucil, Efudex, Fluroplex Generic Name: Fluorouracil

Figure 21: Adverse Event Expedited Report Sample

[ BRARAFDA: Previewer == x|
Ele Yew Help
A Department of Health & Human Services Public Health Service R
! National Institutes of Health =
i National Cancer Institute
o Bethesda, Maryland 20892
Buoabys  SRATY Adverse Reaction Assessment Summary Pags 1 of 1
Date: 0301/2001 08:16 PM
Ticket Nunber 1000095-0.0 Fils Document Number 990017 Receipt Date  022/1999
NSC  Dame IND Number  Adverse Event Grade
%604 OXALIFLATIN 57004 Taste distwbance (dysgeusia) 2
129973 TAXOL(OLD NSC)
Summary
This 43.year-old fercale with colorectal canges (CRC) metastalic to the lung experisnced grade 2 faste distwbarce (dysgeusis). She seported "foul tasting
saliva” that was temmpozally related to Ovaliplatin administeation. ‘This *foul saliva description was interpreted by the physician {0 be siilar o that
chsersed with other platinam corpouds. The episods resalved witheut intervention, The event did not reeu when the patient received week 4 therapy.
ATTRIBUTION: Grade 2 taste distabanee is probably related to Oaliplatin and is sirmilr o othes taste distubances seen with platinum containing
compon
Assessment Date 03052000 =
Atribution to Iiv-=0r2
Taste
distubarce
[e—
Agent-OXALIPLATIN(660%)  Possibls
Ageut-TAXOL(OLD Unlikely
NSC)(125973)
Dis-Colon cancer HOS Unrelated
Date Signature
Iy, Percy
< I

Figure 22: ARA Summary Report Sample
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General Adverse Event Report

General Adverse Event Report Screen

Query criteria  The Query Criteriafor General Adverse Event Report screen (shown in
Figure 23) within the Reports menu option permits you to define and
generate reports related to the historical information when the Adverse Event
has compl eted various processing stages.

n
E #2 7| «|= G
L EE R -
Query Criteria for General Adverse Event Report
Agents INDs
NEC  Mame e NSC  MName IND # e moz
740377 T11In-CH¥:-A-Herceptin {tm) (Her & > J 10008 - >
723227 (161-180ES0-1 Peptide > 10027 >3
726584 (H115D)WHL3S Peplide < 10056 <
722377 (81110 ¥HL1G Peptide |« | o1z R4 S
Institulions Protocols
CTEFID  Mame Eale: CTEFID Marne Protocol # Fale: Protocol #
NYD085  Elmhurst Hospital Center N B | (e 00-C-0000 NS +]
NY175 Hermatalogy Oncology Associate: 5> ~ 01-06 >3]
€172 Kaiser Permanants Medical Can] | | ¢ Prolocols oy spr.apl <
WT023  Gouthwestem Vermont Health C ~| | <4 |||[C8PEXn21-LmP-6-P 1] I =l
CTCAE CATEGORIES Adverse Events Select AL Grades
Category “&IF Category AE ﬁJ AE Seloct AE @@ Select AF Grade: E@Grade
ALLERGY/IMMURNC = | > J "Retinoic acid SYH( J AV Block-First deg = || » J 1 et || 2 J
AUDITORY/EAR k2 ALT, BGFT { serum 37 AV Block-Second ¥ 2 >3
BLOODIBOMNE MAR < AST, SGOT(zerum AV Block-Second < 3 <
CARDIAC ARRHYT > | ¢ || acidosis (metahnuJ « || | Block-Third de = | ¢ = == =
Assessed By Adverse Event Dates
Parzon Mame Person Name From Dats ,— To Dats ,—
Arbuck, Busan
Bisan, Chad © 33 AE Created Daies
Bison, Chad © Fram Date To Date
Brown, ﬂ << J
Submitted to NCI Dates
W File [+ Hold  IDB DNP - Reviewed ™ IDB DNP Submission i DFiE R
I Mo Meedto Assess v Completed Assessment Received from Drug Monitor Dates
From Date To Date
G| " Mon CTEP Sponsored IND's CTCAE Version
" CTEP Sponsored IND's 1 Commercial Agents CTCAE Version | 2.0 - Output Type Output Format Output Mame ﬂ
Screen hd
Run Report ‘ J ‘ J ‘

Figure 23: Query Criteriafor General Adverse Report screen

Entry The following text describes the unique entry characteristics of each field in
characteristics  the Query Criteriafor General Adverse Report screen (Figure 23).
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NSC Name The unique number and name of an agent. Select from the NSC Name LOV
(shown in Figure 24) by positioning the mouse over the desired value and
clicking once. Use the single and double |eft and right arrows to the right of
the LOV and flashlight and hand icons above the LOV to complete your
search and make your selection.

— Agenis
NSC MNarne | e
329481  13-CIS-RETINOIC ACID BllE
105014  2-CHLORO-2-DEOXYADENOSIN 5%
127716 5-AZA-2-DEOXYCYTIDINE(DEC]

18893 5-FLUOROURACIL = /=

Figure 24: NSC Name LOV

IND # The unique Investigational New Drug (IND) number assigned by CTEP.
Select from the IND # LOV (shown in Figure 25) by positioning the mouse
over the desired value and clicking once. Use the single and double |eft and
right arrows to the right of the LOV and flashlight and hand icons above the
LQOV to complete your search and make your selection.

— INDs
R -
280 - ¥
02y b
9443 £
1226 - L

Figure 25: INDsLOV
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CTEPID

Protocol #

The unique CTEP identifier for the organization. Select from the CTEP 1D

LQOV (shown in Figure 26) by positioni
and clicking once. Use the single and d
of the LOV and the flashlight and hand
your search and make your selection.

ng the mouse over the desired value
ouble |eft and right arrows to the right
icons above the LOV to complete

Institutions

CTEFID MName ol
MY 085 Elmhurst Hospital Center - >
K N I Hematology Oncology Associate: i
CATT2 kaiser Permanente Medical Cen <
WTO23 Southwestern Vermont Health Cﬂ L

Figure26: CTEPID LOV

The CTEP-recognized protocol number. Select from the Protocol # LOV
(shown in Figure 27) by positioning the mouse over the desired value and
clicking once. Use the single and double left and right arrows to the right of
the LOV and the flashlight and hand icons above the LOV to complete your

search and make your selection.

Protocols
Protocol # A IF
oAl 00-C-0000 ﬂ >
" Protocols oo 2
01-50F-AFPL <
‘ SPEX 021-LMP-DE-P R NI

Figure 27: Protocol #
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Category

Adver se Events

Select AE

The CTCAE-recognized category for the Adverse Event. Select from the
Category LOV (shown in Figure 28) by positioning the mouse over the
desired value and clicking once. Use the single and double |eft and right
arrows to the right of the LOV and the flashlight and hand icons above the
LQOV to complete your search and make your selection.

CTCAE CATEGORIES
Category S IF Category

ALLERGYIMMUNC «| >
AUDITORY/EAR j »>
BLOOD/BONE MAR | <
CARDIAC ARRHYT v | <«

Figure 28: Category LOV

The recognized name of the Adverse Event. Select from the Adver se Event
LQOV (shown in Figure 29) by positioning the mouse over the desired value
and clicking once. Use the single and double left and right arrows to the right
of the LOV and the flashlight and hand icons above the LOV to complete
your search.

Adverse Events

AE 3l s
"Retinoic acid Synci‘ 5 N

ALT, SGPT (sefum i
AST, SGOT(serum s

Acidosis (metaboli v | << =i

Figure 29: Adverse Event LOV

If afurther classification of an Adverse Event needs to be documented, that
datais entered in the Select AE field.

Select from the Select AE LOV (shown in Error! Reference source not
found.) by positioning the mouse over the desired value and clicking once.
Use the single and doubl e |eft and right arrows to the right of the LOV and
flashlight and hand icons above the LOV to complete your search.

Sefect AE

Select AE &z seiectAE

AY Block-First deg « | » -]
Ay Black-5econd Fr

Ay Blaock-5econd <

AW Block-Third de « | e |

Figure 30: Select AE LOV
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Grades The severity level of the Adverse Event, with 1 being the lowest level of
severity and 5 being the highest level of severity.

Select from the Grade LOV (shownin Error! Reference source not found.)
by positioning the mouse over the desired value and clicking once. Usethe
single and double |eft and right arrows to the right of the LOV and flashlight
and hand icons above the LOV to complete your search.

Grades

Gradel & [ZHCrade
3 @
=< [

Figure 31: GradesLOV

Assessed By The name of the individual who completed the Adverse Event assessment.
Select from the Person Name LOV (shown in Error! Reference source not
found.) by positioning the mouse over the desired value and clicking once.
Use the single and double | eft and right arrows to the right of the LOV and
flashlight and hand icons above the LOV to complete your search.

o LI R —

— Assessed By

Ferson Marne | 'ﬁ

Arbuck, Susan p
Cazenave, Lorraine A, T
Christian, Michaele £
Cooks, Mayora - <4

Figure 32: Person Name LOV
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Adverse Event  The date when the Adverse Event was completed. These dates represents the
Dates earliest date ranges that you want the application to check when performing
the search. Enter the date in the MM/DD/YYY'Y format or use the calendar

(shownin Error! Reference sour ce not found.) provided with the calendar
list button to select the appropriate date.

. Calendar B

4 |k Jul 2000 4 |B

9 |10 |11 [12 |13 [14 | 15
16 |17 |18 |19 |20 |2
23 |24 |25 |26 | 27

1
3031123'45

0772842000

Figure 33: Calendar
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AE Created The date when the Adverse Event was completed. These dates represents the

Dates earliest date ranges that you want the application to check when performing
the search. Enter the date in the MM/DD/YY Y'Y format or uses the calendar
(shownin Error! Reference sour ce not found.) provided with the drop-
down list button to select the appropriate date.

R <] I

4 |F Jul 2001 4 [b

0772672001

Cancel |

Figure 34: Calendar

Submitted to The date that the ticket was submitted to NCI. These dates represent the
NCI Dates earliest date ranges that you want the application to check when performing
the search. Enter the date in the MM/DD/YYY'Y format or uses the calendar

(shown in Figure 36: ) provided with the drop-down list button to select the
appropriate date.

.. Calendar [ <]

4 |k Jul 2001 4 (W

8 |9 [10 [11 [12 [13 [1a
15 [16 [17 [18 [19 [20 [21
2z (23 [2a [25 [EX 77 [28

Cancel

Figure 35: Calendar
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Received From  The date when the Adverse Event was received from the Drug Monitor.

DrugMonitor  These dates represents the earliest date ranges that you want for the

Dates application to check when performing the search. Enter the date in the
MM/DD/YYYY format or uses the calendar (shown in Figure 36: ) provided
with the drop-down list button to select the appropriate date.

. Calendar I

4 |F Jul 2000 4 |#

25|26 |27 (2829030 |1

2|34 |5|6 |7 |8
9 1011 12 |13 |14 |15
16 |17 |18 |19 |20 |21 | 22

23 [24 [25 [26 [27 [ EA[ 29

o3 f1 |23 ]4]5

07 /2842000

Cancel |

Figure 36: Calendar

Output Type The type of output (to the screen, to afile, etc.). Click the drop-down arrow
(=] to the right of the text to view the Output Type LOV (shown in Figure
37). Select from the LOV by positioning the mouse over the desired value and
clicking once. The Output Type field populates automatically with the
selected value.

Qutput Type
Screen hi

I[EScreen
File
Printer
Previeww

Figure 37: Output Type
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Output Format  The desired format of thefile (if the desired destination typeis afile). Click
the drop-down arrow [=] to the right of the text to view the Output For mat
LQOV (shown in Figure 38). Select from the LOV by positioning the mouse
over the desired value and clicking once. The Output Format field popul ates
automatically with the selected value.

Output Format

||

FDF

HTML

RTF

¥LS-Annual Report Short
#LE-Annual Report Long

Figure 38: Output For mat

Output Name  The name of thefile (if the desired destination typeisafile). Enter file name
include entire path including extensions.
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Accessing the General Adverse Event Report Screen

Procedure Complete the following steps to access the General Adverse Event Report
screen:
Step Action

1 From the ABS Main screen, click the Reports button. The Reports
dialog box is displayed.

2 Click the General Adverse Event Report button. The Query
Criteriafor General Adverse Event Report is displayed (see Figure
23 on page 22).
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Defining a Report in the General Adverse Event Report

Screen

Procedure

Compl ete the following steps to define a Report in the General Adverse Event

Report screen.
Step Action
1 Enter the appropriate report parameters by selecting the desired

value within the respective fields.

The left sidelist is the available parameter options and the right
sidelist isthe selected parameters for the report. Several
mechanisms have been provided to help you select the desired
parameters. The first group of icons are the flashlight and hand
icons:

= FHashlight icon ﬁfindstheitem entered in the field from
thelist.

= Handicon j@ finds the next match of the item entered in
thefield from thelist.
The second mechanism is the arrow icons. This mechanism
permits the selection of the desired criteria, which isdisplayed in
the right frame of each criteriafield (see Error! Reference sour ce
not found.9).

U Fie Edt Block

e =l ] R

form for General Adverse Event Report <I BPGENAET:1.0>]

PSULLIVAN
09/08/2000

[~ Agents
NSC  Name

s ame
»| INI
< EATA 2LDEORYCYTOINE OECT
| 2 teese sruomoummoL =
~Protocots

CTEPID Name

CTEPID Name

Peter Maccallum Cancer Insi
03047 Austin Hospital

00000 UNKI “ >
02018 ACADEMIA NACIONAL DE MEDICT | 5%
03003 n itute[ || <

s
Cateory - Category

ALLERGY/INMUNOLOGY Al >
AUDITORYIHEARING >
Appendix IV RTOGIEORTC Late Rad | <
Appendix V1 B -

Output Type _ Output Format Output Name Al
| crie v & an || @ oo cincugonny | [ Runrepon | || El AT

L iy

Fecord 17184

Figure 39: Selected criteriain right frame
The actions related to each arrow icon are provided below:

2| The single > arrow selects one highlighted record from left to
right.

2] The double >> arrows select all records from left to ri ght.
z" The single < arrow deselects one record from right to left.
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Step Action

I The double << arrows deselect al records from right to left.

2 Press Tab to move to the next field. For the Adver se Event

Dates, AE Created Dates, Submitted to NCI Dates, and
Received from the Drug Monitor Datesfields, select the
respective From Date and To Date from the respective calendar
drop-down buttons.

3 Select the desired option buttons and checkboxes (shown in Figure
40) to focus the query. Press Tab to move to the next field.

v File v Hold v IDB DMNP - Reviewed [~ IDB DMP Submission

[ Mo Meedto Assess v Completed Assessment

v =4 " Mon CTEP Sponsaored IND's CTCAE Version
" CTEF Sponsored IND's © Commercial Agents CTCAE Version (3.0 -

Figure 40: Query Output buttons

Note: For Include Any option: Thisoption is only for Agents,
INDs, Organizations, Protocols, CTC Categories, Adverse Events
and Assessed By.

4 Click the drop-down arrow button next to Output Type field to
select a specific report output. Select the desired output by
choosing from the LOV. The selected value will display in the
field.

Catput Type
Screen ~

[EScreen

File

Printer

Freview

Figure 41: Output Type

5 If the output typeisafile, specify the format of thefile in the

Output Format field. The following formats are available:

= PDF: Portable Document Format

= HTML: Hyper Text Message Language

» RTF: Rich Text Format

=  XLS-Annua Report Short: Prints output in Excel
spreadsheet column format (short form)

=  XLS-Annua Report Long: Prints output in Excel
spreadsheet column format (long form)

= DFLT: The Default selection

= XLSAE Summary Report: Prints output of the Adverse
Event Report in Excel spreadsheet column format
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Step

Action

Help Text For Output

For Output Type = 'File":
Ouiput Format
RTF

HTHL
PDF

Name

Ouiput Name
Pathname\=filename=. rtf
Pathnamer<filename=. htrm
Pathnamev=filename=. pdf

6 Press Tab to move to the next field. Enter the namein the
Output Namefield. Be sureto provide the full path to thefile
or printer or the designated party’s complete email address.
Information related to the required path name is provided in the
Help button located just above the Output Name field. Figure
42 provides the information contained in this help file.

Note: Pathname = drive_namedirectory_name

ok

Figure 42: Output Name Help File

Generate the report by selecting the Run Report button
or selecting the Run Report toolbar option. A sample

report is provided in Figure 43.

BRGEMAET: Previewer BEX
Fie Vew Hep
828 Ex|® B (] | Pagefi ?
P Department of Health & Human Services Public Health Service. -
{ Natfonal Instikutes of Health (2]
National Cancer Institue
Bethesda, Maryland 20892
Renby  swEls B B y Pags Laf.
Do 08 1115 K0 General Adverse Event Report
Ticket Number ProtocolNumber  Agent Name 134 D CcTER ID Patient!D  FileHold:
Ho Needto Assess

1096837-0-0 5351 081774 (erlotinib; Tarceva) 718781 63383 MND26 nek-pta Hold

Submittedto NCI Date: 0211872008

or3
Ras|

ass:
g
Unrelated Possinle
er Probable Unlikely
Defnite Defnite

mmmmmmmmm

lar General-Other (Speciy, ) teet testeartse

Figure 43: General Adverse Event Report sample
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